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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 14 April 
2010 has been entered. 

Amendments/Election 

The amendment of 14 April 2010 has been entered in full. Upon further 
consideration, the requirement to elect a species of Cell Adhesion-inducing peptide 
and/or growth factor-derived peptide as set forth in the restriction requirement of 09 July 
2008 is withdrawn. 

Claims 1,4-9, 14-18, and 20 are canceled. Claims 2, 3, 10-13, 19, and 21-23 
are under examination. 

Information Disclosure Statement 

The information disclosure statement (IDS) submitted on 13 February 2010 is in 
compliance with the provisions of 37 CFR 1 .97. Accordingly, the information disclosure 
statement is being considered by the examiner. 
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Withdrawn Objections And/Or Rejections 

The objection to the specification for informalities as set forth at pp. 3-4 of the 
previous Office action (mailed 14 October 2009) is withdrawn in view of the 
amendments correcting said informalities (received 14 April 2010). 

The rejection of claim 10 under 35 U.S.C. § 112, first paragraph, regarding new 
matter as set forth at p. 4 of the previous Office action (mailed 14 October 2009) is 
withdrawn in view of the amendments correcting said new matter (received 14 April 
2010). 

The rejection of claims 10,13,21, and 22 under 35 U.S.C. § 1 03(a) as being 
unpatentable over US 6,409,764 B1 in view of WO 2005/1 1 3585 A2, Gavreau et al., 
and US 6,316,003 B1 as set forth at pp. 6-8 of the previous Office action (mailed 14 
October 2009) is withdrawn in view of Applicant's convincing arguments (received 14 
April 2010). 

The rejection of claim 19 under 35 U.S.C. § 103(a) as being unpatentable over 
US 6,409,764 B1 in view of WO 2005/1 1 3585 A2, Gavreau et al., and US 6,31 6,003 B1 
and further in view of Puleo et al. as set forth at pp. 8-9 of the previous Office action 
(mailed 14 October 2009) is withdrawn in view of Applicant's convincing arguments 
(received 14 April 2010). 

Specification 

The disclosure is objected to because of the following informalities: There is one 
remaining informality in the specification that should be corrected. On 03 August 2009, 
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a replacement paragraph for p. 4, lines 24-26 was directed. As discussed in the Office 
action mailed 14 October 2009, this amendment was improper since the text on p. 4, 
lines 24-26 bore no resemblance to the replacement paragraph. However, the 
amendment was still entered. Now, correction to p. 4, lines 24-26 is required so that the 
original paragraph at p. 4, lines 24-26 is restored. 
Appropriate correction is required. 

35 U.S.C. § 112, First Paragraph 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claim 23 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. This is a new matter rejection. 

Claim 23 recites "one or more peptides having an amino acid sequence of SEQ 
ID NO: 6..." "Having" is interpreted as "comprising." "An" amino acid sequence of a 
larger sequence is interpreted as reading on any fragment of the larger sequence. 
Therefore, the claims encompasses peptides comprising as little as two amino acids of 
SEQ ID NO; 6. Moreover, the claim does not require that the peptides have any 
specific biological activity. Thus, the claim encompasses an enormous genus of 
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scaffolds with any one or more of an infinite number of possible peptides for use in the 
scaffold. 

To provide evidence of possession of a claimed genus, the specification must 
provide sufficient distinguishing identifying characteristics of the genus. The factors to 
be considered include disclosure of compete or partial structure, physical and/or 
chemical properties, functional characteristics, structure/function correlation, methods of 
making the claimed product, or any combination thereof. In this case, the only factor 
present in the claim is a partial structure in the form of a recitation of one or more 
peptides comprising any fragment of SEQ ID NO: 6. There is not even identification of 
any particular portion of the structure that must be conserved. Accordingly, in the 
absence of sufficient recitation of distinguishing identifying characteristics, the 
specification does not provide adequate written description of the claimed genus. 

Vas-Cath Inc. v. Mahurkar, 19 USPQ2d 1111 (Fed. Cir. 1991), clearly states that 
"applicant must convey with reasonable clarity to those skilled in the art that, as of the 
filing date sought, he or she was in possession of the invention. The invention is, for 
purposes of the 'written description' inquiry, whatever is now claimed." (See page 1117.) 
The specification does not "clearly allow persons of ordinary skill in the art to recognize 
that [he or she] invented what is claimed." (See Vas-Cath at page 1116). 

With the exception of one or more peptides comprising the sequence of SEQ ID 
NO: 6, which was shown in the specification to have bone formation activity, the skilled 
artisan cannot envision the detailed chemical structure of the encompassed peptides, 
and therefore conception is not achieved until reduction to practice has occurred, 
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regardless of the complexity or simplicity of the method of isolation. Adequate written 
description requires more than a mere statement that it is part of the invention and 
reference to a potential method of isolating it. The compound itself is required. See 
Fiers v. Revel, 25 USPQ2d 1601 at 1606 (CAFC 1993) and Amgen Inc. v. Chugai 
Pharmaceutical Co. Ltd., 18 USPQ2d 1016 (Fed. Cir. 1991). 

One cannot describe what one has not conceived. See Fiddes v. Baird, 30 
USPQ2d 1481 at 1483 (BPAI 1993). In Fiddes, claims directed to mammalian FGF's 
were found to be unpatentable due to lack of written description for that broad class. 
The specification provided only the bovine sequence. 

Therefore, only scaffolds comprising one or more peptides comprising the amino 
acid sequence of SEQ ID NO: 6, but not the full breadth of the claim meets the written 
description provision of 35 U.S.C. §112, first paragraph. Applicant is reminded that 
Vas-Cath makes clear that the written description provision of 35 U.S.C. §1 12 is 
severable from its enablement provision (see page 1115). 

A genus claim may be supported by a representative number of species as set 
forth in Regents of the University of California v Eli Lilly & Co, 1 19F3d 1559, 1569, 43 
USPQ2d 1398, 1406 (Fed. Cir. 1997), which states: 

"To fulfill the written description requirement, a patent specification must describe 
an invention and do so in sufficient detail that one skilled in the art can clearly conclude 
that "the inventor invented the claimed invention". Lockwood v. American Airlines, Inc. , 
107 F.3d 1565, 1572, 41 USPQ2d 1961, 1966 (1997); In re Gosteli . 872 F.2d 1008, 
1012, 10 USPQ2d 1614, 1618 (Fed. Cir. 1980) ("[T]he description must clearly allow 
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persons of ordinary skill in the art to recognize that [the inventor] invented what is 
claimed.") Thus, an applicant complies with the written description requirement "by 
describing the invention, with all its claimed limitations, not that which makes it obvious," 
and by using "such descriptive means as words, structures, figures, diagrams, formulas, 
etc., that set forth the claimed invention." Lockwood, 107 F.3d 1565, 1572,41 USPQ2d 
at 1966. 

In this case, a single species as per Example 5 in the specification is not 
representative of the vast genus claimed in current claim 23. 

Conclusion 

Claim 23 is not allowable. Claims 2, 3, 10-13, 19, 21, and 22 are allowable. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
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the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Elizabeth C. Kemmerer, Ph.D. whose telephone number 
is (571) 272-0874. The examiner can normally be reached on Monday through Friday, 
9:00 a.m. to 5:30 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Nickol, Ph.D. can be reached on (571) 272-0835. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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/ Elizabeth C. Kemmerer / 
Elizabeth C. Kemmerer, Ph.D. 
Primary Examiner, Art Unit 1646 



